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Enantiomeric separation and determination of valsartan by chiral HPLC

ZHANG Ming-hao, LIU Li-jun, XIE Bin ( Titan Pharmaceuticals( Zhuhai) LTD. , Zhuhai 519070, China)

ABSTRACT: OBJECTIVE To develop a chiral HPLC method for the determination of enantiomer of valsartan. METHODS The
chromatographic conditions were listed below: LiChroCART ChiraDex(250mm x 4mm, 5 um) column , pH7. 0 phosphate buffer-methanol
(80:20) as mobile phase at 0. 9ml/min, detection wavelength was 250nm, column temperature was 30°C. RESULTS The calibra-
tion curves were liner between 0. 1 ~5ug/mL. The lowest limit of detection was 0. 02pg/mL and the limit of quantitation was 0. 07 pg/
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mL. The average recovery was 98. 8% . CONCLUSION
nation of enantiomer of valsartan.

KEY WORDS: HPLC; valsartan; enantiomer; chirality
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Fig 1 Chemical structrue of valsartan
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This method is convenient, accurate, sensitive, and selective for determi-
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Fig 2  Chiral separation chromatogram of valsartan and its R-en-
antiomer
1. R-FBRR; 2. 41038
1. R-enantiomer of valsartan; 2. valsartan
2.4 Ky PR GE R

B ARG T 0. 1 e/ mL R-XF WA 530, 4% L %)
TR AR EE 4% S/N =3 WA S AR A B 4 0. 02 g/ mLs
% S/N = 10 453 5E 7 R 0. 07 wg/mL.

2.5 0 REERE I

A5 2 g/ mlL PR TR 50 20y v N (A 54,
SHRES GRSD N 0.52% (n=5)

2.6 [

PRI CL 0 R4 AR S (40048 9 48, B4 10mg, B T
100mL =S 703 4, 40 o bk R-X i 44 &
15,2025 mL, Vi s AH R B 22 %0 B, BC i e P I = AN )
WRBEA L, U 20wl VE N B, 18 0 T AR, $2 A br ikl
FNRE R 28, = 4 38 [l 243 5l ok 99. 8%, 99. 6%
100. 1% ; RSD 43514 0.38% ,0. 44% ,0. 57% , & V- ¥ Rl R
$399.8% o
F1 ERERBEER(n=9)

Tab 1 Results of recovery test( n =9 )

R-XF A4 PPN s bIIESS ¥ Bl SFEy 1]
JR A 2 (mg) (mg) (mg) (%) WK (% )
0. 165 0.159 0.323 99.4
0.161 0.159 0.319 99.7
0. 155 0.159 0.315 100.3
0.159 0.201 0.359 99.6
0.162 0.201 0.361 99.4 99.8
0.155 0.201 0.355 99.8
0. 156 0.252 0.407 99.8
0. 164 0.252 0.418 100.4
0.158 0.252 0.410 100. 1
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I = b &5 v 15 B (HE45: 010701, 010702, 010801 ), it
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Fig 3 The chromatogram of the sample
1. R - #fBRUR; 2. #0b 8
1. R - enantiomer of valsartan;2. valsartan
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